OF* 




UNITED STATES DEPARTMENT OF COMMERCE 
Patent and Trademark Office . 

Address: COMMISSIONER OF PATENTS AND TRADEMARKS (77 ) 
Washington, D.C. 20231 



APPUCATION NO. 



RUNG DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



08/875 7 888 



08/06/97 



BRODIN 



ftbftyuu/ lyuuy 



r 



VINSON & ELK INS L.L.P. 
2300 FIRST CITY TOWER 
1001 FANNIN STREET 
HOUSTON TX 77002-6760 



HM22/0628 



EXAMINER 



UUUK, K 



ART UNIT 



lfe!4 
DATE MAILED: 



PAPER NUMBER 



Ik 

06/28/99 



Please find below and/or attached an Office communication concerning this application or 
proceeding. 

Commissioner of Patents and Trademarks 



PTO-90C (Rev. 2/95) 



1- Fil© Copy 



Office Action Summary 


Application No. 
OS 1/7 fS S g 


Applicant(s) 


Examiner 

Cod* 


Group Art Unit 





—The MAILING DATE of this communication appears: on the cover sheet beneath the correspondence address— 
Period for Response 

MONTH(S) FROM THE 



A SHORTENED STATUTORY PERIOD FOR RESPONSE IS SET TO EXPIRE 3 
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Claims 1-12, 17-18 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for the concentrations of surfactant disclosed in the examples, 
does not reasonably provide enablement for the invention as claimed. The invention as claimed is 
not enabled. 

EP 455 396, U.S. 5,635,540 and 4,780,320 disclose that compositions comprising one or 
more local anaesthetics in oil form, one or more surfactants having thermoreversible gelling 
properties and water form single phase gel or creamj^ompositions. Applicants argument that the 
compositions of the invention tend to use an amount of surfactant that is either outside the range 
of the prior art or at the extreme lower end is not persuasive. Page 5 of the specification discloses 
that the total amount of surfactant(s) is preferably present in an amount of up to 50% by weight. 

Additionally, the specification discloses only an oil-in-water emulsion or microemulsion 
and it is not seen that a water-in-oil emulsion or microemulsion is contemplated. 

Claims 1-12 and 17-18 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claim 1, (I) the term "oil form" is unclear, since on page 6 the term used is "oil phase." 

In (ii) the intent of the recitation "one or more surfactants ... wherein at least one 
surfactant has thermoreversible gelling properties" is unclear when there is only one surfactant. 

Claim 17 is confusing. Since the word "administering" is generally understood to mean 
oral or parenteral route and the specification does not define it. Amending the recitation to claim 



Application/Control Number: 08/875,888 
Art Unit: 1614 



Page 3 



that the composition is applied to the periodontal pocket of the patient would overcome this 
rejection. 

Claim 18 is not clear. 

The recitation in parentheses in (I) is confusing, since it is not clear how to prepare the 
composition if only one surfactant is used. Additionally, it is not clear that (I) and (iii) are 
alternative steps and (iv) does not occur if alternative (I) is used. 

The pH and weight are not recited and it is not clear what they are intended to be. 

"Slowly" is a relative term which is not defined in the specification. 

The specification does not disclose what a "suitable" acid or base would be. 

In view of the amendments to the claims the earlier rejections under 35 U.S.C. 1 12, 
paragraph two are withdrawn. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless — 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by FR 2 704 429 and 
Nyqvist-Mayer et al. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
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such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-12 and 17-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nyqvist-Mayer et al or Fr 2 704 429. 

The reference discloses The pharmaceutical emulsion of claim 1. The remaining claims 
differ over the references in requiring specific limitations, method of preparation and method of 
use. However, it would be obvious to one of ordinary skill in the art to use the specific limitation, 
method of preparation and method of use because once the composition is known it would be 
within the skill of the artisan to optimize the composition with the particulars. Additionally, it 
would be obvious to use a topical anesthetic composition to anethesize a periodontal cavity, since 
the disclosed topical anesthetics are well known in the art for dental use. Furthermore, no 
unobviousness is seen in the method of preparation, since each of the recited steps is conventional 
in the art. 

Any inquiry concerning this communication should be directed to Examiner Cook at 
telephone number (703) 308-1235. >n 
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